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Drug Facls (continued) . % L

Drug Facts (continued)

® reduces swelling of nasal passages- =
® temporarily relieves sinus congeltion and pressure
= temporarily restores freer breathing through the nose

Warnings i\witey 137 \=t

Do not useg n’\ﬁ"a“. WV luL.«

= it you have ever had an allergic reaction to this
product or any of its ingredients

» if you are now taking a prescription monoamine
oxidase inhibitor (MAOL) (certain drugs for
depression, psychiatric, or emotional conditions,
or Parkinson's disease), or for 2 weeks after
stopping the MAO! drug. If you do not know it your
prescription drug contains an MAOH, ask a doctor
or pharmacist before taking the product. »

Ask a doctor before use il you have

w heart disease = high blood pressure

w» thyroid disease = diabetes

» trouble urnating due to an eniarged prostate gland

® liver or kidney disease. Your doctor should
determine if you need a different dose.

When using this product do not take mors than directed.
Taking more than directed may cause drowsi

Stop use and ask a doctor if

» an allergic reaction to this product occurs. Seek
medical help right away.

= symptoms do not improve within 7 days or are
accompanied by a fever

& nervousness, dizziness or sleeplessness occurs p,

2z el



Drug Facts (continued)

Drug Facts (continued)

It pregnant or breast-feeding, ask a health profes-
sional before use.
Keep out of reach of children. In case of overdose, get

medical hefp or contact a P trot Cerger ri
e

Directions
s do not divide, crush, chew or dissolve the tablet

adults and children 1 tablet daily with a full

Other information

» safety sealed: sealed with printed foil under cap
for your protection,

= store between 2° and 25°C (36° and 77°F)

= protect from light and store in a dry place

Inaclive ingredienls
black iron oxide, candelilfa wax powder, colloidal
silicon dioxide, glyceryl monostearate, hydrox-

stearate, polyethylene glycol, polysor-

12 years and over ?tigzsft'a\glae‘teirr; ';T ;g?j'r‘; ypropy! methyicellulose, lactose monohydrate,
children under ask a doctor

12 years of age

consumers with liver or | ask a doctor

kidney disease >

bate 80, propylene glycol, sodium lauryl sulfate,
talc and titanium dioxide
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right away.
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(.‘.\ner\\ o Drug Facts Drug Facts (continued) 7018 (02/03)
PHARMACEUTICALS, INC. Active In rgd[gms {In each tablet) Purpose |® symptoms do not improve within 7 days or are accompanied
P Loratadine 1 _Antihistaming | byafever
P Pseudoephednne su al decongestant | ®_nervousness, dizziness or sleeplessness occurs
Non-Drowsy" . D) Uses Il pmunanl or breast-teeding, ask a health professional before
< _—
LORATADINE AND % " Lemf:gs”%rgmlgggssymm"‘s due to hay fever of other l(aap out of reath of children. In case of overdose, get medical
PSEUDOEPHEDRINE SULFATE = nasal congestion » runny nose - l;;a:;:;:;’t'a;t 2 Poison Control Center right away.
s itchy, watery eyes ® jtching of the nose or throat
EXTENDED RELEASE TABLETS |- reduces S;Jelzng o msal passages = do not divide, crush, chew or dissoive the tablet
H mporarily reteves sinu slion anG pressure adults and children 12 years | 1 tablet daily with a full glass of
(24 Hour F ormulatlon) ® temporarily freer g through the nose and over water: not more than 1 tablet in
Loratadine 10 mg/Antihistamine Ig:’i:ﬂgg s children under 12 years of age 24khau :’nst
. asl ctor
Pseudoephedrine Sulfate 240 mg/Nasal Decongestant |41 oy have ever had an allergic reaction to this product or T
any of its ingredients g&nsun&grs with liver or ask a doctor
. v if Kuu are now taking a prescription monoamine oxidase ney disease
For Relief of: ibitor (MAO!) (certain drugs for depression, psychiatric, or | Other Information
Nasal'and Sinus Congestio! :%ﬁ"gg;;gg?gg’m&’ g&"‘"}f‘;gj gmsn?ngk ﬂ'vﬁl‘,’:e:r"; » safety sealed: sealed with printed foil under cap for your
Sneezing; Runny Nose gy Allergy & Congestion 1 scription drug contains an MAO, ask a doctor or pharmacist |  Protection. 2¢ and 25°C (36° and 77°F
Itchy, Watery Eyes -1 before taking the product. . strorte 'ﬁ‘r‘gr"ne’;i ma"% > § aa )
Itchy Throat or Nose t sk a doclor before use i you have pIg e.c Tl anc store 10 g dry prace
o » heart disease = thyroid disease Inactive ingredients
d"f'When taken as directed. | * high blood pressure » diabetes black iron oxide, candelilla wax powder. colloidal silicon dioxide.
%See Drug Facts Panel. | » trouble urinating due to 2n enlarged prostate gland ?n'%%%’mg:gt';osr:‘g‘gggh%dgg 2?3"‘6;';53.'}':'352"&%?&;'ac"’se
» liver or kidney disease. Your doctor should determine if you ! i :
! polysorbate 80, propylene glycol. sodium lauryl sulfate, talc
need a ditferent dose. and titanium dioxide . B
When using this product do not take more than di £ al
Taking more than directed may cause drowsiness. - Eﬁ
Manufactured by: [ Stop use and 2sk a doctor i 9
Andrx Pharmaceuticals, Inc. = an allergic reaction to this product accurs. Seek medical help
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ANDA #75-706 .
Loratadine & Pseudoephedrine Sulfate

ER Tablets, 10 mg/240 mg
Final Printed Labeling
y %, % € N
%. NDC 62037-605-01 Drug Facts o((%,,%
; Non-Drowsy® "Active Ingredients (in each tablet] Purpose “tp
; Loratadine 10 Mg..........oc.ovveieiiinicinennn Antihistamine :
' LORATADINE AND Pseudoephedrine sutfate 240 mg......... Nasal dec ‘

! PSEUDOEPHEDRINE SULFATE y f;.'s' orarily refieves these symptoms due 10 hay fever or other
! EXTENDED RELEASE TABLETS uppgr respiratory allercie?:( Y

: ® nasal congestion ® rynny nose ® sneezing
(24 Hour For mlﬂatwn) witchy, watery eyes @ itching of the nose or throat L

Loratadine 10 mg/Antihistamine .
i Pseudoephedrine Sulfate 240 mg/Nasal Decongestant FEB 7 & 2073 7018 (62/03) 1
_ For Relief of: ;
i Nasal and Sinus Congestion
' Sneezing; Runny Nose Allergy & Congestion

Itchy, Watery Eyes N
. Itchy Throat or Nose 38l¢2037-605-01 117

'su;hcg tak;: as gim;cd.
e Dru cts Panel. P dad w -
9 I U -L.;kﬂ\ Manufactured by:

AVE""‘ ‘ndrx Pharmaceuticals, Inc.
’ Fort Lauderdale, FL 33314

100 EXTENDED RELEASE TARLETS




